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Examiner Tigabu Kassa 

United States Patent and Trademark Office 

P.O. Box 1450 

Alexandria, Virginia 22313-1450 

Re: Controlled-Release Pharmaceutical Formulation 
Sandoz Reference No. PATQ33571-US-PCT 
U.S. Application Serial No. 10/583,440 
Filed June 16, 2006 
Applicant: Polonca KUHAR 
LNQ Ejle No. 64654 JJS/ C-67 10.0. Slovenia 

Dear Examiner Kassa: 

In reference to the Advisory Action issued April 13, 2010, in ihe above case, 
please see the attached copies of published data sheets for the EUDRAGIT L30D-55 and 
EUDRAGIT NE 30D products discussed by the Examiner in the Advisory Action. 

The Examiner correctly notes from the specification that Applicant teaches use of 
EUDRAGIT NE 30D as a suitable polymer material for satisfying the requirements of the claims 
relative to the composition of the pellet cores. As the Examiner knows, the claims require, 
among other things, that the pellet cores release the "low dose" tamsulosin in a controlled 
manner "independent of pH," and that the cores contain a water-insoluble polymer that is also 
peimeable to the ingress/egress of water. This polymer appears to be the crux of the matter 
insofar as the Advisory Action is concerned. 

The Examiner also correctly notes Applicants* specification of EUDRAGIT 
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NE30D as a polymer in the pellet cores that provides the desired pH-independent wateMn?oluble 
permeability for controlled release of the tamsulosin from the pellet cores. 

The Examiner further correcdy notes Platteeuw's teaching to use the polymer 
EUDRAOIT L30D-55 in the pellet cores of Patteeuw's tamsulosin composition. In this regard, 
the Examiner argues that these EUDRAGIT materials taught by Applicants and by Platteeuw in 
the tamsulosin pellet core are the "same." The Examiner contends that the EUDRAGIT NE 30D 
polymer material specified by Applicants in the pellet cores of their claimed composition and the 
EUDRAGIT L30D-55 polymer material specified by Platteeuw in its pellet core composition are 
only different in "syntax," and that there are no differences in "composition content/' 

Applicants respectfully disagree with Examiner's contentions, and they urge the 
Examiner to reconsider his position on the alleged identicality of EUDRAGIT NE30D and 
EUDRAGIT L30D-55. The identicality/non-identicality of these polymeric materials is a matter 
of central importance to this case. Applicants should be afforded the opportunity to respond to 
the Examiner's assertion now, so it can be determined whether a clear issue has been developed 
in regard to this critically important matter. 

At no point prior to the Advisory Action did the Examiner contend that his 
rejection was founded on an alleged identicality between the polymeric material EUDRAGIT 
NE30D taught by Applicants for use as the "water insoluble permeable polymer" in the pellet 
cores for release of the tamsulosin "independent of pH," and the polymeric material EUDRAGIT 
L30 D55 taught by Platteeuw for inclusion in the pellet core of their composition. In other 
words, the Examiner now alleges that the polymeric material EUDRAGIT L30 D-55 mentioned 
by Platteeuw is a permeable "water insoluble polymer" that would, upon inclusion in a pellet ■ 
core, provide a controlled release of tamsulosin "independent of pH" according to the 
requirements of Applicants' claims. The Examiner's basis for this is his contention that 
EUDRAGIT NE 30D specified by Applicants and EUDRAGIT L30 D-55 specified by Platteeuw 
are "the same." 

The attached materials show that the EUDRAGIT L30 D-55 product referred to 
by Platteeuw for inclusion in their pellet core is in fact "Ph-dependent," and that it dissolves in 
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water at a pH above 5.5 (a neutral pH is about 7.0). In fact, EUDRAGIT L30 D-55 is "pH- 
sensitive" (dissolving at pH 5.5 or higher). On the other hand, the EUDRAGIT NE30D product 
specified by Applicants as the polymer material for the core in the claimed compositions is "pH 
independent" and "insoluble." 

Accordingly, the basis for the Examiner's conclusions in the Advisory Action of 
April 13, 201 0, about the alleged identicality of these polymer materials are, with all due respect, 
entirely wrong. These materials are virtual opposkes, and are very far from what anyone of 
ordinary skill could reasonably say are the "same." The mere fact that both materials belong to 
the family of EUDRAGIT products does not mean they are the same, or that they have the same 
properties. It is evident from the manufacturer's chart attached hereto that the products in 
question are profoundly different, and that no person of ordinary skill would reasonably select 
EUDRAGIT L30 D55 for inclusion in a pharmaceutical tamsulosin composition in the form of a 
pellet having the characteristics/ properties specified in Applicants' claims. 

Accordingly, the Examiner's rationale for maintaining the rejection of Applicants' 
claims as set forth in the Advisory Action is manifestly erroneous. 

MPEP §706.07 cautions that "[b]efore final rejection is in order a clear issue 
should be developed between the examiner and applicant." This admonition applies with great 
force in the present case, where an assertion of central importance to the viability of the rejection 
is raised for the first time in an Advisory Action in an effort to support continued rejection of 
Applicants' claims, and has been shown beyond question to be flat wrong, and therefore a 
fundamentally improper basis for maintaining the current rejection, much less making the 
rejection final. It is plain that no clear issue is or ever was developed with regard to the nature of 
the EUDRAGIT materials as they relate to requirements in Applicants' claims that very plainly 
are not satisfied by materials used in the pellet core compositions taught by the cited art. 

Given the above and the fact that maintenance of this rejection hinges on a clearly 
erroneous belief about the identicality of materials referenced in the prior art vis-a-vis materials 
used to in the current claims, Applicants urge the Examiner to withdraw the current rejection and 
allow the claims in order to avoid useless additional prosecution/appeal proceedings and 
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associated waste of time and expense for both Applicants and the USPTO. 



Please be kind enough to withdraw the rejection, or, at the very least, allow the 



undersigned the opportunity to discuss this matter with the Examiner and his Supervisor before 
any further action is taken. 



If you have any questions, please call Otherwise, we look forward to hearing 



MSG:lal 
Enclosures 

cc: J- David Gonce, Esq. (w/encls.) (via e-mail) 
Dr. Marko Opresnik (w/encls.) (via e-mail) 
Dr. Barbara Kunic Tesovic (w/encls.) (via e-mail) 
Mr. Miran Gabrscek (w/encls.) (via e-mail) 



from you at your earliest convenience. 
Best regards. 



Yours very truly, 
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Value Chsin 



Market Strength by means of 
Strategic Partnership 



Pharma Polymers, 9 business line 
of Evonik Industries, offers (he 
complete line of EUDRAGIT® 
products and related services 
along the value chain of our 
customers. For over 50 yea rs 
we have proven our reliability 
as a quality partner to the 
pharmaceutical Industry. Our 
state of the art services cover 
various stages of the develop- 
ment processes, including 



• advanced technical support 
» formulation development 

• proof of concept 

• GMP services. 

Our customers see us as a 
strategic partner for their 
developments of solid oral 
dosage forms wiih a targeted 
drug release profile. By using 
ourvalue adding business 
model our customers gel: 



• increased efficiency in their 
R&D and manufacturing 
processes 

• new drug delivery 
technologies 

• reduction of the time to 
market for their developments 

• professional management of 
their product's life cycle 
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Further information is available 
from the following addresses: 

ww w.p harms -polymers. com 
Germany 

Evonik Rohm GmbH 
Pharma Polymers 
Kin-chenaliee 
64393 Darmstadt 
PHONE +49 6151 18-4 0,, 9 
FAX +49^15116-3520 

eu«lragit.germany® evonik.com 



USA 

Evonik Degussa Corporation 
Phurma Polymers 
2 Tu rner Place, PO Box 365 
Piscataway,NJ 08855 

PHONE +1 733 981-5383 
FAX +1733981*5484 

eudragit.usa@evonik.com 



India 

Evonik Degussa India Pvt. Ltd. 
Pharma Polymers 
Research Centre 
SaktViharftoad,SaklNaka 
Mumbai4o0 072 

PHONE +91316723*8800 
F/»K +91226723-88H 

eiidragitirtdia@evonik.com 



China 

Evonik Degussa (China) Co., Ltd. 
Pharma Polymers 
jSChungdongRoad 
Xinzhuang Industry Park 
Shanghai 201 108 
phone +862-161191032 
fax +86 21 61191116 
eudragitchin3@evonik.com 

Japan 

Evonik Degussa Japan Co. Ltd. 
Pharma Polymers 
Shinjuku Monolith 12F 
2-3-1, Nlshl-Shinjuku 
Shinjuku-ku 
Tokyo 163-0938 
PHOwe +81355^3-8794 
pax +8133323-8789 - 
eudragltJapan@evonik.com 



This information and all further technical 
advice K based on our present knowledge 
and experience. However, h Implies no 
liability or olher legal responsibility on 
our pari, including with regard to existing 

third party Intellectual property rights* 

especially patent rights. In particular, 
no warranty,wherher express, or Implied, 
or guarantee of pro-duct properties In 
the legal sense Is intended or implied. 
We reserve the fijbt to make any changes 
according to technological progress or 
fgrlhcr developments. The customer 
I* not ret ei led from the Obligation to 
conduct careful inspection and testing 
Of Incoming goods. Performance of 
the product described herein should be 
verlftad by testing, which should be 
carried out only by qualified exports In 
the sole responsibility of R customer. 
Reference to trade names uied by other 
companies »* neithe/ a recommend? ton, 
nor does It Imply that similar products 
could not be used. 

Evonik Rohm GmbH Is the owner of 
patent nghU covering the use bf 
EUDR AGIT" polymers in compositions, 
procedures and/or applications which 
may be subject to Ucon*e agreements. 
Compositions, procedures and /or 
applications falling wtthln the claims of 
patents related to EUDRACOl* and 
6UDRAPUL5E* and EUDRAMODE* 
will always reoulre separate liccnie 

agreements. 



<9 registered trademark 

EUDRAGlT - reg. Trademark of Evonik 
R6hm GmbH, Darmi tadt, Germany 
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